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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office Action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 24 August 2007 has been entered. 

Response to Arguments 

2. Applicant's arguments filed on 24 August 2007 have been fully considered but they are 
not persuasive. As stated in the Office Action mailed on 24 May 2007 and re-stated herein 
below Examiner respectfully disagrees with the Applicant's arguments stated in the REMARKS 
on page 8, last line-page 9, line 14 (which are repeats from the Applicant's REMARKS mailed 
on 26 September 2006 on page 10, lines 3-6 and 1 1-16). Again, per Applicant's claims 12 and 
13 as set forth in the present invention, the means for detecting wear of the insulating layer is 
stated to be a conductive sleeve disposed within the insulating layer . 

4 

In the Office Action mailed on 26 May 2006 on page 4 lines 3-5 and page 5 lines 1-3, 
Examiner cited where the equivalence structure corresponding to the elements disclosed in the 
specification is found in the Verness prior art, as required by the MPEP § 2183. Specifically, 
Verness discloses a conductive sleeve in FIG. 15 element 422 within an insulative layer (e.g., 
element 410). It is noted that the specification is not consistent with the claim in that it does not 
explicitly disclose how the conductive sleeve detects wear of the insulating layer. 

In view of the many pages cited by the Applicant in the written description that allegedly 
disclose the means plus function language in claim 1 1, Examiner is requesting under 37 CFR 
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1.75 that Applicant specifically state on the record what SPECIFIC elements comprise the 
means for detecting wear. A reply pointing to general written description pages or general 
elements or not address this will be held DELIBERATE NON-RESPONSIVE . After 
reading the many pages in the written description cited by the Applicant, the Examiner found 
that the cited areas commonly stated "at least one conductive sleeve disposed within the 
insulating layer" as it pertains to detecting wear of the insulating layer, which is consistent with 
the claim language set forth in claims 12-13 in the present invention. Consequently, Examiner 
maintains claims 11-13 rejected under 35 U.S.C. 102(b) as being anticipated by Verness et al., 
U.S. Patent 6,285,910. 

3. Regarding Applicant's traversal of the rejections of claims 1-13 and 24-33, with the 
exception of the amended language, Examiner respectfully disagrees. Applicant's arguments fail 
to comply with 37 CFR 1 .1 1 1(b) because they amount to a general allegation that the claims 
define a patentable invention without specifically pointing out how the language of the claims 
patentably distinguishes them from the references. 

With respect to Applicant's traversal of the rejections of claims 1-13 and 24-33 relating 
to the amended language, Examiner respectfully disagrees. According to The American Heritage 
Dictionary Second College Edition Copyright © 1982, the definition for axially is: located on, 
around, or in the direction of an axis. In the broadest reasonable interpretation, the conductive 
sleeve (e.g., element 24) identified in the prior art of Yang et al., U.S. Patent 5,824,030, is 
extends axially along the conductor by virtue of it being located on, around, or in the direction of 
an axis as defined herein above. 
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Additionally, the conductive sleeve is electrically isolated from the conductor (e.g., 
element 52) identified in the prior art of Yang et al. as described in Figs. 7-8 and column 7, lines 
1-5 where atrial electrode element 24 (being interpreted as the conductive sleeve in the presently 
claimed invention) is connected to conductor 50 which is electrically isolated from conductor 52 
(being interpreted as the conductor in the presently claimed invention). 

Consequently, Examiner maintains claims 1-10, 24 and 26-33 rejected under 35 
U.S.C. 102(b) as being anticipated by Yang et al., U.S. Patent 5,824,030 including the 
appropriate rejections for the amendments. 

Drawings 

4. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) because they 
do not include the following reference sign(s) mentioned in the description: 120, insulating layer 
in Fig. 12 as described on page 13 in the specification. Corrected drawing sheets in compliance 
with 37 CFR 1.121(d) are required in reply to the Office Action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures appearing 
on the immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top margin 
as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are 
not accepted by the Examiner, the Applicant will be notified and informed of any required 
corrective action in the next Office Action. The objection to the drawings will not be held in 
abeyance. 
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Claim Objections 

5. Claims 1 1-13 are objected to under 37 CFR § 1.75(d)(1) which provides, in part, that 
"the terms and phrases used in the claims must find clear support or antecedent basis in the 
description so that the meaning of the terms in the claims may be ascertainable by reference to 
the description." In claims 1 1-13, regarding the "means for language," Applicant must clearly 
state on the record what structure, materials, or acts perform the function recited in the means- 
(or step-) plus-function limitation. See 37 CFR § 1.75(d) and MPEP § 608.01(o) 

6. Claim 27 is objected to because of the following informalities: To properly claim the 
surrounding environment, insert the word "wherein" in front of the word " when " in line 1. 
Appropriate correction is required. 

Claim Rejections - 35 USC§U2 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the Applicant regards as his invention. 

8. Claims 1 1-13 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. In claims, the "means for detecting wear" is vague since it is unclear what 
elements comprise the means for detecting wear. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office Action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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10. Claims 1 1-13 and 36 are rejected under 35 U.S.C. 102(b) as being anticipated by Verness 
et al., U.S. Patent 6,285,910. 

1 1 . Regarding claims 1 1-13, Verness et al. disclose an implantable lead (e.g., FIG. 1) a lead 
body and an insulating layer (e.g., element 10-lead body; column 2, lines 49-51); a conductor 
(e.g.,) and an electrode (e.g., FIGS. 6-7, elements 116, 118 and 16; column 5, lines 33-49 and 
column 6, lines 7-19); and 

means for detecting wear of an insulating layer includes a conductive sleeve (e.g., FIG. 
15, element 422; column 7, lines 57-61 where the conductive sleeve within the insulative layer is 
the means for detecting wear of an insulating layer as set forth in claim 12 in the present 
invention) and is adapted for exposure with a surrounding environment (claim 13) (e.g., column 
7, line 57-column 8 line 4 where it is the Examiner's position that the surrounding environment 
is the lumen in which the conductive sleeve resides). 

Further, the conductive sleeve in Verness et al. is an equivalent element because it is 
interchangeable with the corresponding conductive sleeve disclosed in the specification because 
it is disposed within an insulating layer and it is exposed with a surrounding environment (both 
as described herein above). See MPEP 2184 II. (B) 

12. With respect to claim 36, Verness et al. disclose a connector (e.g., element 24) and an 
impedance monitoring device (e.g., column 4, lines 16-47). 



13. Claims 1, 2, 4-10, 24 and 26-33 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Yang et al., U.S. Patent 5,824,030. 
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14. Regarding claims 1, 2, 4, 24, 26-28, 32, and 33 Yang et al. disclose an implantable lead 
assembly (e.g., Figs. 1-8) comprising: a lead body (e.g., element 16), an insulating layer (e.g., 
elements 25-sheath and 33-expandable member), a conductor (e.g., element 52), an electrode 
(e.g., element 17), 

and at least one conductive sleeve e.g., as shown at in Fig. 8, element 24-electrode, which 
Examiner is interpreting as a conductive sleeve, surrounds and partially surrounds conductor 52 

and extends axially along a conductor e.g., as shown in Fig. 5, column 6, lines 51-55, and 
as defined by axially herein above 

and it is electrically isolated from an electrode, 17 and a conductor, 52 e.g., as shown in 
Figs. 7-8 and column 7, lines 1-5 where atrial electrode element 24 (being interpreted as the 
conductive sleeve in the presently claimed invention) is connected to conductor 50 which is 
electrically isolated from conductor 52 (being interpreted as the conductor in the presently 
claimed invention) 

and from a surrounding environment (e.g. as shown at element 24-electrode in Fig. 8, 
where it is the Examiner's position that the conductive sleeve is electrically isolated from the 
lead body 16 and insulating layer 25 which are a surrounding environment). 

While Yang et al. do not state a conductive sleeve has first and second impedance values 
in first and second conditions, respectively, and Applicant has not stated what constitutes a first 
or second impedance value and condition, it is known that all materials have a resistance 
(impedance) to electricity in any given condition and therefore it inherently has a first impedance 
before it is implanted (first condition) and a second impedance after implantation (second 
condition). 
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15. With respect to claims 5, 6, 8 and 29-3 1 , Yang et al. disclose a second conductive sleeve 
surrounds a conductor and at least one conductive sleeve (e.g., Fig. 8, elements 37-window, 
which Examiner is interpreting as a second conductive sleeve surrounding conductor 52 and 
conductive sleeve 24 and it is electrically isolated from electrode 17; column 6, line 45) and a 
second conductor (e.g., element 50). 

16. Regarding claim 7, Yang et al. disclose a first portion (e.g., element 16-lead body), a 
second portion (e.g., 25-sheath) and a third portion (33-expandable member) (e.g., all elements 
as shown in Figs. 2 and 8). 

17. With respect to claims 9-10, Yang et al. disclose a pulse generator (e.g., column 14, line 
5); a monitoring unit (e.g., column 8, lines 46-49 where it is the Examiner's position that the 
circuitry in the ICD serves as a monitoring unit in that, to monitor is defined as: to keep track of 
by or as if by an electronic device). 

18. Claims 1-5, 8-13, 24, 26-29 and 31-37 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Verness, U.S. Patent Publication 2002/0099430. 

19. Regarding claims 1, 2, 1 1-13, 24, 26, 27, 32 and 33 Verness discloses an implantable 
lead assembly (e.g., FIGS. 1-32) comprising: a lead body (e.g., element 10), an insulating layer 
(e.g., element 230; paragraph [0042], lines 1-3); a conductor (e.g., element 118); an electrode 
(e.g., element 16); 

at least one conductive sleeve (e.g., elements 12 and 574-defibrillation coil electrodes) 
disposed within insulating layer disposed within an insulating layer and interposed between a 
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lead body exterior and a conductor (e.g., as shown in FIGS. 6-7 at element 230) extends axially 
along a conductor, 1 18 and is electrically isolated from electrode, 16 and conductor 1 18; 

While Verness does not state a conductive sleeve has first and second impedance values 
in first and second conditions, respectively, and Applicant has not stated what constitutes first or 
second conditions and impedance values, it is known that all materials have a resistance 
(impedance) to electricity in any given condition and therefore it inherently has a first impedance 
before it is implanted (first condition) and a second impedance after implantation (second 
condition). Additionally, in paragraph [0047], it is noted that Verness does disclose how the 
device does indeed identify and handle lead impedance situations. 

and means for detecting wear of an insulating layer includes a conductive sleeve (e.g., 
(e.g., elements 12 and 574-defibrillation coil electrodes where the conductive sleeve within the 
insulative layer is the means for detecting wear of an insulating layer as set forth in claim 12 in 
the present invention) and is adapted for exposure with a surrounding environment (claim 13) 
(e.g., as shown in FIGS. 6-7 at element 230 where, when implanted, the surrounding 
environment will be the internal area of the body). 

Further, the conductive sleeve in Verness is an equivalent element because it is 
interchangeable with the corresponding conductive sleeve disclosed in the specification because 
it is disposed within an insulating layer and it is exposed with a surrounding environment (both 
as described herein above). See MPEP 21 84 II. (B) 

20. With respect to claims 9-10, Verness discloses a pulse generator (e.g., paragraph [0046], 
lines 22-23); a monitoring unit (e.g., paragraph [0047], lines 19-20). 
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21. Regarding claims 3, 4, 28 and 34, Verness discloses an opening (claim 3) (e.g., element 
575); at least one conductive sleeve extends through a lead body (claims 4 and 28) (e.g., 574- 
defibrillation coil electrode as shown in the embodiment of FIG. 32); a first non-breached 
condition (e.g., in FIG. 32 where coil 574 is inside of lead body 570) and a second breached 
condition (e.g., element 575). 

22. Regarding claims 5, 8, 29 and 3 1 , Verness discloses a second conductive sleeve (claims 5 
and 29) (e.g., element 418A-safety cable) and a second conductor (claims 8 and 31) (e.g., 
element 416A-conductor cable). 

23. With respect to claims 35-37, Verness discloses a connector (e.g., element 30); and an 
impedance monitoring device (e.g., paragraph [0047], lines 19-20). 

Claim Rejections - 35 USC § J 03 

24. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

25. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the Examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the Examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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26. Claim 38 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yang et al. 5 U.S. 
Patent 5,824,030 or Verness, U.S. Patent Publication 2002/0099430. 

Yang et al. and Verness disclose the essential features of the claimed invention as 
described above but does not disclose expressly a plurality of discrete conductive elements. It 
would have been an obvious matter of engineering design choice to one of ordinary skill in the 
art at the time the invention was made to modify the conductive sleeve as taught by Yang et al. 
or Verness, to have a plurality of discrete conductive elements, because Applicant has not 
disclosed that a plurality of discrete conductive elements provides an advantage, is used for a 
particular purpose, or solves a stated problem. 

One of ordinary skill in the art, furthermore, would have expected the Applicant's 
invention to perform equally well with the conductive sleeve as taught by Yang et al. or Verness, 
because the conductive sleeve performs functional status monitoring similarly to that of the 
Applicant's claimed invention. 

Therefore, it would have been an obvious matter of engineering design choice to modify 
the conductive sleeve to obtain the invention as specified in the claim. 

Conclusion 

27. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Terri L. Smith whose telephone number is (571) 272-7146. The 
Examiner can normally be reached on Monday - Friday between 7:30 a.m. - 4:30 p.m.. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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